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7) D Claim(s) is/are objected to. 
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Information Disclosure Statement 

The information disclosure statement filed March 25, 2005 fails to comply 
with 37 CFR 1.98(a)(2), which requires a legible copy of each cited foreign patent 
document; each non-patent literature publication or that portion which caused it 
to be listed; and all other information or that portion which caused it to be listed. 
The foreign patent documents have been struck therefrom, but have been 
considered and cited on the enclosed PTO-892 form. 

Specification 

The disclosure is objected to because of the following informalities: 
There are no section headings in the specification as suggested by 37 
CFR 1.77. 

The brief descriptions of Figures 2 and 3 suggest that there is a separate 
figure labeled "Figure 2" and "Figure 3", respectively. However, there are only 
figures numbered 2a, 2b, 3a, and 3b. For this reason, the brief description is 
considered confusing. 

In the abstract, on line 1 , the term "affection" is awkward. The Examiner 
suggests changing "affection" to —condition-- in order to be clearer. 

Appropriate correction is required. 

Claim Rejections - 35 (JSC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 
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Claims 3, 6, 8, 9, 10, 11, 13, and 15 are rejected under 35 U.S.C. 112, 
second paragraph, as being indefinite for failing to particularly point out and 
distinctly claim the subject matter which applicant regards as the invention. 

With regard to claim 3, there is a broader range followed by a narrower 
range. For this reason, it is not clear which range is applicable. 

With regard to claim 6, line 2, it is unclear which "diameter" is referenced. 

With regard to claims 8, 9, and 15, the claim language appears to 
positively require the fluid even though the base claim did not. For this reason, it 
is not clear whether the fluid is a positive element of the claims. 

With regard to claims 10 and 11, the Markush language is improper in that 
the listing appears to contain multiple usages of "and"; see MPEP 2173.05(h). 
Due to the multiple usages of "and", it is not clear where the listing ends. 

With regard to claim 13, the pronoun "it" is considered indefinite because it 
is unclear what element "it" is referencing. 

Claim Rejections • 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 
U.S.C. 102 that form the basis for the rejections under this section made in this 
Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

Claims 1, 5, 8, 9, and 12 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Silvestrini et al (US 5,466,260). Silvestrini anticipates the claim 
language where the envelope as claimed is the ring (90) of Silvestrini, and the 
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aperture as claimed is the nozzle (91); see Figures 9A and 9B and column 9, 
lines 22-54. The Silvestrini device is fully capable of being used in the ciliary 
sulcus to treat an ocular condition as claimed because it has the same structure 
as that claimed. 

With regard to claim 9, the limitations of this claim were treated as 
functional or inferential in nature only. The Examiner asserts that the Silvestrini 
device is fully capable of performing the function recited. 

With regard to claim 12, the Examiner asserts that the nozzle allows this. 

Claims 1, 2, 5, 8-12, 14, and 15 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Feaster (US 4,902,293). Feaster anticipates the claim 
language fully; see the figures and columns 3 and 4. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 1 02 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

Claims 2-4, 6, 7, 10, 11, and 15 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Silvestrini et al (US 5,466,260) in view of Lee (WO 
98/25547). Silvestrini discloses a resilient flexible wall material but not clearly an 
elastomeric material as claimed. However, Lee teaches that silicone (which is 
foldable and deformable and thus also inherently elastomeric) has been utilized 
in similar devices within the art; see page 12, lines 22-35. Therefore, it is the 
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Examiner's position that it would have been obvious to utilize silicone as the 
resilient flexible material of Silvestrini for the same reasons that Lee utilizes the 
same and because silicone is a well tolerated implant material. 

With regard to claims 3 and 6, the claimed dimensions are taught by Lee; 
see page 13, lines 15-34. Therefore, it is the Examiner's position that it would 
have been obvious to utilize such dimensions when making the Silvestrini device 
so that it could be utilized in a vast majority of human patients. 

Claim 13 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Feaster (US 4,902,293) in view of Hara et al (US 5,275,624). Feaster fails only 
to disclose a groove to accommodate a lens as claimed. However, Hara teaches 
that it was known to make similar devices with grooves to facilitate lenses. 
Therefore, it is the Examiner's position that it would have been obvious to modify 
Feaster to include a groove to allow separate implantation of the lens for the 
same reasons that Hara utilizes the same and in order that allow modular 
adaptability of the device with respect to the patient's needs. 

Conclusion 

Applicant should specifically point out the support for any amendments 
made to the disclosure, including the claims (MPEP 714.02 and 2163.06). Due 
to the procedure outlined in MPEP 2163.06 for interpreting claims, it is noted that 
other art may be applicable under 35 USC 102 of 35 USC 103(a) once the 
aforementioned issue(s) is/are addressed. 

Applicant is respectfully requested to provide a list of all copending 
applications that set forth similar subject matter to the present claims. A copy 
of such copending claims is respectfully requested in response to this Office 
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action if the application is not stored in image format (i.e. the IFW system) or 
published. 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Examiner Paul B. Prebilic whose telephone 
number is (571) 272-4758. He can normally be reached on 6:30-5:00 M-Th. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Corrine McDermott can be reached on 571-272-4754. 
The fax phone number for the organization where this application or proceeding 
is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). 

/Paul Prebilic/ 
Paul Prebilic 
Primary Examiner 
Art Unit 3738 



